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subpart E of part 807 of this chapter, 
subject to the limitations in § 878.9. 

[53 FR 23872, June 24, 1988, as amended at 59 
FR 63010, Dec. 7, 1994; 66 FR 38803, July 25, 
2001] 

§ 878.4950 Manual operating table and 
accessories and manual operating 
chair and accessories. 

(a) Identification. A manual operating 
table and accessories and a manual op-
erating chair and accessories are non-
powered devices, usually with movable 
components, intended to be used to 
support a patient during diagnostic ex-
aminations or surgical procedures. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 878.9. 

[53 FR 23872, June 24, 1988, as amended at 54 
FR 13828, Apr. 5, 1989; 59 FR 63010, Dec. 7, 
1994; 66 FR 38803, July 25, 2001] 

§ 878.4960 Operating tables and acces-
sories and operating chairs and ac-
cessories. 

(a) Identification. Operating tables 
and accessories and operating chairs 
and accessories are AC-powered or air- 
powered devices, usually with movable 
components, intended for use during di-
agnostic examinations or surgical pro-
cedures to support and position a pa-
tient. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 878.9. 

[55 FR 48440, Nov. 20, 1990, as amended at 65 
FR 2318, Jan. 14, 2000] 

§ 878.5000 Nonabsorbable 
poly(ethylene terephthalate) sur-
gical suture. 

(a) Identification. Nonabsorbable 
poly(ethylene terephthalate) surgical 
suture is a multifilament, nonabsorb-
able, sterile, flexible thread prepared 
from fibers of high molecular weight, 
long-chain, linear polyesters having re-
current aromatic rings as an integral 
component and is indicated for use in 
soft tissue approximation. The 
poly(ethylene terephthalate) surgical 
suture meets U.S.P. requirements as 
described in the U.S.P. Monograph for 

Nonabsorbable Surgical Sutures; it 
may be provided uncoated or coated; 
and it may be undyed or dyed with an 
appropriate FDA listed color additive. 
Also, the suture may be provided with 
or without a standard needle attached. 

(b) Classification. Class II (special 
controls). The special control for this 
device is FDA’s ‘‘Class II Special Con-
trols Guidance Document: Surgical Su-
tures; Guidance for Industry and 
FDA.’’ See § 878.1(e) for the availability 
of this guidance document. 

[56 FR 24685, May 31, 1991, as amended at 68 
FR 32984, June 3, 2003] 

§ 878.5010 Nonabsorbable poly-
propylene surgical suture. 

(a) Identification. Nonabsorbable poly-
propylene surgical suture is a 
monofilament, nonabsorbable, sterile, 
flexible thread prepared from long- 
chain polyolefin polymer known as 
polypropylene and is indicated for use 
in soft tissue approximation. The poly-
propylene surgical suture meets United 
States Pharmacopeia (U.S.P.) require-
ments as described in the U.S.P. Mono-
graph for Nonabsorbable Surgical Su-
tures; it may be undyed or dyed with 
an FDA approved color additive; and 
the suture may be provided with or 
without a standard needle attached. 

(b) Classification. Class II (special 
controls). The special control for this 
device is FDA’s ‘‘Class II Special Con-
trols Guidance Document: Surgical Su-
tures; Guidance for Industry and 
FDA.’’ See § 878.1(e) for the availability 
of this guidance document. 

[56 FR 24685, May 31, 1991, as amended at 68 
FR 32984, June 3, 2003] 

§ 878.5020 Nonabsorbable polyamide 
surgical suture. 

(a) Identification. Nonabsorbable poly-
amide surgical suture is a nonabsorb-
able, sterile, flexible thread prepared 
from long-chain aliphatic polymers 
Nylon 6 and Nylon 6,6 and is indicated 
for use in soft tissue approximation. 
The polyamide surgical suture meets 
United States Pharmacopeia (U.S.P.) 
requirements as described in the U.S.P. 
monograph for nonabsorbable surgical 
sutures; it may be monofilament or 
multifilament in form; it may be pro-
vided uncoated or coated; and it may 
be undyed or dyed with an appropriate 

VerDate Mar<15>2010 12:50 Apr 27, 2011 Jkt 223072 PO 00000 Frm 00416 Fmt 8010 Sfmt 8010 Y:\SGML\223072.XXX 223072W
R

ei
er

-A
vi

le
s 

on
 D

S
K

G
B

LS
3C

1P
R

O
D

 w
ith

 C
F

R



407 

Food and Drug Administration, HHS § 878.5350 

FDA listed color additive. Also, the su-
ture may be provided with or without a 
standard needle attached. 

(b) Classification. Class II (special 
controls). The special control for this 
device is FDA’s ‘‘Class II Special Con-
trols Guidance Document: Surgical Su-
tures; Guidance for Industry and 
FDA.’’ See § 878.1(e) for the availability 
of this guidance document. 

[56 FR 24685, May 31, 1991, as amended at 68 
FR 32985, June 3, 2003] 

§ 878.5030 Natural nonabsorbable silk 
surgical suture. 

(a) Identification. Natural nonabsorb-
able silk surgical suture is a non-
absorbable, sterile, flexible multifila-
ment thread composed of an organic 
protein called fibroin. This protein is 
derived from the domesticated species 
Bombyx mori (B. mori) of the family 
Bombycidae. Natural nonabsorbable silk 
surgical suture is indicated for use in 
soft tissue approximation. Natural 
nonabsorbable silk surgical suture 
meets the United States Pharmacopeia 
(U.S.P.) monograph requirements for 
Nonabsorbable Surgical Suture (class 
I). Natural nonabsorbable silk surgical 
suture may be braided or twisted; it 
may be provided uncoated or coated; 
and it may be undyed or dyed with an 
FDA listed color additive. 

(b) Classification. Class II (special 
controls). The special control for this 
device is FDA’s ‘‘Class II Special Con-
trols Guidance Document: Surgical Su-
tures; Guidance for Industry and 
FDA.’’ See § 878.1(e) for the availability 
of this guidance document. 

[58 FR 57558, Oct. 26, 1993, as amended at 68 
FR 32985, June 3, 2003] 

§ 878.5035 Nonabsorbable expanded 
polytetrafluoroethylene surgical su-
ture. 

(a) Identification. Nonabsorbable ex-
panded polytetrafluoroethylene 
(ePTFE) surgical suture is a 
monofilament, nonabsorbable, sterile, 
flexible thread prepared from ePTFE 
and is intended for use in soft tissue 
approximation and ligation, including 
cardiovascular surgery. It may be 
undyed or dyed with an approved color 
additive and may be provided with or 
without an attached needle(s). 

(b) Classification. Class II (special 
controls). The special control for this 
device is FDA’s ‘‘Class II Special Con-
trols Guidance Document: Surgical Su-
tures; Guidance for Industry and 
FDA.’’ See § 878.1(e) for the availability 
of this guidance document. 

[65 FR 20735, Apr. 18, 2000, as amended at 68 
FR 32985, June 3, 2003] 

§ 878.5040 Suction lipoplasty system. 
(a) Identification. A suction lipoplasty 

system is a device intended for aes-
thetic body contouring. The device 
consists of a powered suction pump 
(containing a microbial filter on the 
exhaust and a microbial in-line filter 
in the connecting tubing between the 
collection bottle and the safety trap), 
collection bottle, cannula, and con-
necting tube. The microbial filters, 
tubing, collection bottle, and cannula 
must be capable of being changed be-
tween patients. The powered suction 
pump has a motor with a minimum of 
1/3 horsepower, a variable vacuum 
range from 0 to 29.9 inches of mercury, 
vacuum control valves to regulate the 
vacuum with accompanying vacuum 
gauges, a single or double rotary vane 
(with or without oil), a single or double 
diaphragm, a single or double piston, 
and a safety trap. 

(b) Classification. Class II (special 
controls). Consensus standards and la-
beling restrictions. 

[63 FR 7705, Feb. 17, 1998] 

Subpart F—Therapeutic Devices 
§ 878.5070 Air-handling apparatus for 

a surgical operating room. 
(a) Identification. Air-handling appa-

ratus for a surgical operating room is a 
device intended to produce a directed, 
nonturbulent flow of air that has been 
filtered to remove particulate matter 
and microorganisms to provide an area 
free of contaminants to reduce the pos-
sibility of infection in the patient. 

(b) Classification. Class II. 

§ 878.5350 Needle-type epilator. 
(a) Identification. A needle-type epila-

tor is a device intended to destroy the 
dermal papilla of a hair by applying 
electric current at the tip of a fine nee-
dle that has been inserted close to the 
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